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Attention: Section 8(e) Coordinator

Dear Sir:

At this time, Monsanto Company is submitting to the TSCA 8(e) coordinator preliminary
information pertaining to a chronic rat study, ML-94-118, with [ ]. We have given the
generic name acylamino pyrimidine Il to this chemical substance.

In this study, | ] is being administered in the diet to rats of both sexes at concentrations of
0, 50, 500, 5000, and 20000 ppm. This study is currently in the ninth of twenty-four

months.

Preliminary results indicate that excessive mortality has occurred in the high level males
(20,000 ppm dietary level). As of January 3, 1995, 22 of 60 males have died or become
moribund at this level compared with only one control male. The apparent cause of the great
majority of deaths has been kidney, urinary bladder and/or ureteral calculi and or the resulting
damage therefrom. Abundant urinary chemical crystals were observed in nearly all animals of
both sexes at the 20,000 and 5000 ppm dietary levels at the six month urinalysis.

A Unit of Monsanto Company
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The chemical structure and name for acylamino pyrimidine are provided below. The CAS
Registry number is [ ]

Chemical Name: | ]

This chemical substance, acylamino pyrimidine I, is currently being evaluated in research and
development. It is not in commerce. Monsanto claims all information within the brackets [ ] '
as TSCA Confidential Business Information of Monsanto Company.

Sincerely,

obert W. Streét
Manager, Regulatory Affairs

TSCA 8(e) [375).SAN
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§ @By UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
é‘» ¥ ~ WASHINGTON, D.C. 20460

Robert W. Street
Manager, Regulatory Affairs

Monsanto Company OFFICE OF
The Agricultural Group , - PREVENTION, PESTICIDES AND
800 North Lindbergh Boulevard . - TOXIC SUBSTANCES :

St. Louis, Missouri 63167

~ APR 2 4 1998

EPA acknowledges the receipt of information submitted by
your organization under Section 8(e) of the Toxic Substances
Control Act (TSCA). For your reference, copies of the first
.page(s) of your submission(s) are enclosed and display the TSCA
§8(e) Document Control Number (e.g., 8EHQ-00-0000) assigned by
EPA to your submission(s). :

: - F ments nforma and refer
r YEPA Information Regquests" .

39 A5 11 ()G - - -’ - L)

the reverse side of this

A = b
to page fo
All TSCA 8(e) submissions are placed in the public files
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's TSCA §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received
pursuant to the TSCA §8(e) Compliance Audit Program (CAP) should
already contain information supporting confidentiality claims.
This information is required and should be submitted if not done
so previously. To substantiate claims, submit responses to the
questions in the enclosure "Support Information for Confiden-
tiality Claims®™. This same enclosure is used to support
confidentiality claims for non-CAP submissions. :

Please address any further correspondancé with the Agency
related to this TSCA 8(e) submission to:

Document Processing Center (7407)

Attn: TSCA Section 8(e) Coordinator _
Office of Pollution Prevention and Toxics
U.S. Environmental Protection Agency :
Washington, D.C. 20460-0001

EPA looks forward to continued cooperétlon with your
organization in its ongoing efforts to evaluate and manage :
potential risks posed by chemicals to health and the environment.

' ' Sincerely,
; jw /e. 81 J ' . ’ ‘

et B ’ o . ‘ ‘ - 4 R. '
Enclosure )?553'-—?/1 g::kvhnalgsfzysganch

_ % Printect with Soy/Cancia ink on paper that -
) containe at least S0% recycied fiber




Triage of 8(e) Submissions

5\ R

Date sent to triage:

Submission number: ,

NON-CAP CAP

TSCA Inventory: Y N D

Study type (circle appropriate):
Group 1 - Dick Clements (1 copy total)
ECO AQUATO
Group 2 - Er?:\ie Falke (1 copy total)
ATOX SBTOX SEN

Group 3 - Elizabeth Margosches (1 copy each)

STOX EPI

STOX/ONCO CTOX/ONCO IMMUNO

Other (FATE, EXPO, MET, etc.):

w/NEUR
RTOX GTOX
CYTO NEUR

Notes.

THIS IS THE ORIGINAL 8(e) SUBMISSION; PLEASE REFILE AFTER TRIAGE DATABASE ENTRY

entire documem 1 2 pages

For Contractor Use Only

pages

Notes:
Contractor reviewer :

Date: L4 g 2’{ léz |
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